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specialization - Thermometer
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s AHgBloF & Aee Fi8T]
FAol2)E 423 F APEs o
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2.8 AHEEHO e APHEI Aag2E
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A§Y(EE PHY)OE BRI, 0ol AeiEd BE AFHI}
e A gen

7) ISO/IEEE 11073-20601 : Health informatics - Personal health device communication - Part 20601 : Application
profile - Optimized exchange protocol

8) ISO/IEEE 11073-10408 : Health informatics - Point-of-care medical device communication - Part 10408 : Device
specialization - Thermometer
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s, AANEE BHoE £1Y RS AolEdels A /5L

32 A7 7IAA A8 274

FEA ] AAAGXI7] A7) 7AA P B3 Ve (9 857]7]9
A7]-71AA kol B FB7IETE) (A FFEIAAHIA) B olet F
5 oo A TFAIEC60601-15)S %83} _

onl, Telg7)719] AH7]-71AA R B FEIETFA.Y HE F
ofgfjo] AFFgHLE FRX2AN o577l EA st ofy WEo=E

WA 7Hs st

Al A -8

51 A715 A2 7E B35 | 474843717 (permanently installed)7}F obd 7 257171, WA L7718 7k
a) FULEWY: 10~40 T =+ 5 ~ 40 C
b) AEEW: 30~75 % = 15 ~ 93 %, $=HA &&
¢) 7191 700 ~1060 hPa

317 i _ -

1021 %% 21 Az AEBAL 47 WIRT AR WIIE AN AL,
aIANEZAL 7)7)e FA S IEC 60601-1-11 42240 wre} A& 3}
2. °o)5F AETHEE 71719 A, ARATE AEIE S A7) MRt
o Wy s AASE [EC 60601-1-11 4238 wheh A A&
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IEC 60068-2-642] :AHZF AlF
ol AFe el o]l
R ¥l
°ol5F &/ EEA
Fod, o1y 7171
a) 7H&E3E
- 10~100 Hz : 1,0(m/s’)*/Hz
- 100~200 Hz : -3 dB per octave
- 200~2,000 Hz : 0.5 (m/s’)*/Hz
b) A&7]3F - 30«/311:1%61:
- °)lFF AN ES £AY, A8,
OIEffé 7171
a) 7H&EXE
- 10~100 Hz : 1,0 (m/s’)*/Hz
- 100~200 Hz : -3 dB per octave
- 200~2,000 Hz : 0,5 (m/s’)’/Hz
b) A&71%t : 30830

Foh s,

I[EC 60068-2-64 82
Al H S w2

o
Y

% A
]

ek

IEC 60068-2-272] =24 A8
A Fe] Aol ool glojo
_7,4‘) /\]7‘91274
- ol5% FAVMEEA
vﬂiﬁé, °lE5d 7171
a) AW 7HE% ;150 m/s(159)
b) A&71ZF : 11 ms
¢) ¥2¥H : halfsine
d) 435 . 33)/9F/% F183)
°olsT A/ ALY, FUY, °1FY
Z7171(Type 2 <)
a) A V&S
b) A&7t : 6 ms
c) B2FH : half-sine
d) F43 : 33/4/E F18%]
Mo VZ2e IEC60601-1-11 Za
- olFF FAFET FAF 7171(Type 2 o)
a) Aq} TEE 1,000 m/s*(100g)
b) A<717F 6 ms
c) Y2FH : half-sine
d) F434 : 33/4F/F F18%]
¥ Bx9 7]FL& TEC60601-1-11 ZFal

: 300 m/s’(30g)

IEC 60068-2-27 82
Al S w2,
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IEC 60068-2-312] AH-frest Al 3 kA A8
ot AFL Aol ool glojok B,
FH A=A
- FUE, o5y 771 83
a) Afrdst =0l
- A%F(@mass) <1 kg, 025 m
_ -1 kg < Z‘e‘%k(mass) =10 kg, 0.1 m IEC 60068-2-31 55;]
3 At - 10 kg < % (mass) <50 kg, 0.05 m AEape mag
- 50 kg < A Z(mass), 0.01 m '
b) 3t 3 ;23]
F2) FHE T AHE Aol Foi&7I(FI ol 2)el
72| A *P%ﬁHOlE g A= FUE]
Alx)E &2g & AdstE s g
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3.6 AHEAE 1H3 QA QT A

FazAe AAHRAINE AAT B ATAGE Az AT
AgAA G wet GRS AR FAAAE 0 Yt o]
E]7} Jo=xE 7=3) o} st}

3.7 AlolEflo]¢te] FAl ZE2EZ tigh 8 AR

A Al AAART|} AlEYe] It IAEE 54 ZREZS
ISO/IEEE 11073-206019°] 7|&=Eo] glom, 3 FTA ZZEZF] %82
“HAIAG O 2 AL T2 EF O] AME T V55T

9) ISO/IEEE 11073-20601 : Health informatics - Personal health device communication - Part 20601 :
Application profile - Optimized exchange protocol
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4.1 X849
T XRE QEIA Al o]dsl] AFHOE JEdS US| A E
ZHs, YAREE FFHoZ F£H AHHE AO|EHo|R A= 7sS
A o] AEdFUsF =4 A|2~Hlo] g3t
42 A7 ANAH 3 274>
A olAE EUFYYIe AY]|-7|AF oA HrF FAECFE SO
14708-1103} [SO 14708-411) FA& H43+ 4= Q)
43 A kg 27
FA A o]Ag QlEdFYYe] A} kA Fdk 7L ew7]7]9]

He | A dEd = A= A g

TREEZ g | FE=EE AT AAGFTFESARY HAES | IEC 622092 69

! WA E & (SAR)| 1.6 Wikge @A ofof 3t} (100 kHz~10 GHz) AT S e

o

44 YESA G L TAG

FE2AC o AEUFY/Ne) AHGHE BRI e BI ) FL
oEs17le] AR Qhdo] B *Eﬂ%%z%(él%ﬂ%%%ﬁ%ﬂ*l) Ee
olsk 5 obel FATAISO 109312 5)& M8k

10) ISO 14708-1: Implants for surgery - Active implantable medical devices - Part 1: General requirements for
safety, making and information to be provided by the manufacturer
11) ISO 14708-4 : Implants for surgery - Active implantable medical devices - Part 4: Implantable infusion pumps
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&+ A 65 ~ 70 KVP
ESE
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12) ISO 10993 :

Biological evaluation of medical devices
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1) 4 (Occlusion)
2) &715%4(Air-in-line)
3) F24H8 SE(Improper flow of fluid)
4) vEl2] (Depleted battery)
5) e A87] Ul JEH Y(BEmpty reservoir)
s oler 210143 6) 272 A3+ Z7KBolus limit exceeded) Az o] Aol
7) Aof=t siR)E 7R (Panel unlocked /door open) w2t

8) Alol7] U= UH(Key pressed alarm)

9) 7S L (Power on self test failure)

10) 3 WAYS 2 (Pump mechanism failure)
11) ZF&(Overheating)

12) wliEle] A3K(Defective battery)

13) %‘E&E
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13) ISO/IEEE 11073-20601 : Health informatics - Personal health device communication - Part 20601 : Application
profile - Optimized exchange protocol

14) IEEE 11073-10419 : Health informatics - Personal health device communication - Part 10419 : Device
specialization - Insulin pump
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O IEC 60601-1 : Medical electrical equipment - Part 1 : General requirements for

safety
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O IEC 60601-1-2 : Medical electrical equipment - Part 1-2 : General requirements
for basic safety and essential performance - Collateral standard : Electromagnetic

compatibility - Requirements and tests

O IEC 60601-1-6 : Medical electrical equipment - Part 1-6 : General requirements

for basic safety and essential performance - Collateral standard : Usability

O IEC 60601-1-11 : Medical electrical equipment - Part 1-11 : General requirements for
basic safety and essential performance - Collateral standard : Requirements for
medical electrical equipment and medical electrical systems used in the home

healthcare environment

O IEC 60068-2-6 : Environmental testing - Part 2-6 : Tests - Test Fc : Vibration

(sinusoidal)

O 1EC 60068-2-27 : Environmental testing - Part 2-27 : Tests - Test Ea and
guidance : Shock

O IEC 60068-2-30 : Environmental testing - Part 2-30 : Tests - Test Db : Damp
heat, cyclic (12 h + 12 h cycle)

O IEC 60068-2-31 : Environmental testing - Part 2-31 : Tests - Test Ec : Rough

handling shocks, primarily for equipment-type specimens

O IEC 60068-2-64 : Environmental testing - Part 2-64 : Tests - Test Fh :

Vibration, broadband random and guidance
O IEC 60529 : Degrees of protection provided by enclosures (IP Code)

O I[EC 62209-2 : Human exposure to radio frequency fields from hand-held and
body-mounted wireless communication devices - Human models, instrumentation, and
procedures - Part 2 : Procedure to determine the specific absorption rate (SAR) for

wireless communication devices used in close proximity to the human body



(frequency range of 30 MHz to 6 GHz)

O IEEE 11073-10419 : Health informatics - Personal health device communication -

Part 10419 : Device specialization - Insulin pump

O ISO/IEEE 11073-20601 : Health informatics - Personal health device communication -
Part 20601 : Application profile - Optimized exchange protocol

O ISO/IEEE 11073-10408 : Health informatics - Point-of-care medical device

communication - Part 10408 : Device specialization - Thermometer
O ISO 10993 : Biological evaluation of medical devices

O ASIM EIl112 : Standard Specification for FElectronic Thermometer for Intermittent

Determination of Patient Temperature

O ASTM EI1965 : Standard Specification for Infrared Thermometers for Intermittent

Determination of Patient Temperature

O BS EN 12470-4:2000 : Clinical thermomenters-Part 4: Performance of electrical

thermometers for continuous measurement

O ISO 14708-1 : Implants for surgery - Active implantable medical devices - Part
1: General requirements for safety, making and information to be provided by the

manufacturer

O ISO 14708-4 : Implants for surgery - Active implantable medical devices - Part 4:

Implantable infusion pumps
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